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translations. RESULTS: Challenges emerged at two levels. a) At the conceptual level, it 
proved challenging for a linguist to differentiate the distinct but related psychiatric
states investigated by the 16 domains present in the questionnaire. b) At the translation
level, the formulation had to meet the following requirements: i) accurately convey the
concepts and ii) be understandable by the layman. These requirements were all the more
crucial in the context of face-to-face diagnostic interviews where mutual and consistent 
comprehension of terms is essential and may inﬂ uence the overall results. CONCLU-
SIONS: The M.I.N.I. translations were produced to ensure concordance with existing
translations, conceptual equivalence across and linguistic consistency within languages 
to facilitate comparison and pooling of data. This was made possible through the close 
collaboration between linguists and psychiatrists, under the guidance of a coordinating 
centre. The results of the project suggest promoting similar collaboration when trans-
lating other mental health measures in the future.
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(SWN-S) QUESTIONNAIRE
Houchin C1, Furtado T1, Wild D1, Naber D2
1Oxford Outcomes Ltd, Oxford, UK, 2University of Hamburg, Hamburg, Germany
OBJECTIVES: The Subjective Well-being Under Neuroleptic – Short version (SWN-S)
has been translated into 30 different languages and is currently being translated into 
further languages. The SWN-S is designed to assess the subjective efﬁ cacy of neuro-
leptic medication. The objective of this study was to produce translations that are 
conceptually equivalent to the original and to other language versions, ensuring the 
relevance of the translations within the target cultures. METHODS: A standard
methodology was employed: two forward translations, a reconciliation of the forward
translations, two back translations, back translation review; or an in-country review;
linguistic validation interviews with ﬁ ve stable patients with schizophrenia in each 
country and two proofreadings. RESULTS: Numerous cultural and linguistic issues
became apparent throughout the translation process, as follows: – The concepts
behind some of the English items were unclear to linguists not specialising in schizo-
phrenia. However, pilot testing revealed that amongst the target population, the
wording was correctly understood. – “I ﬁ nd it easy to draw a line between myself and 
others” was difﬁ cult to translate due to numerous possible connotations of this state-
ment. After consultation with the developer, an accurate connotation was able to be 
conveyed to translators. – “Not in control of myself” did not mean “no self control,” 
contrary to how it had been understood in certain language versions. This was clariﬁ ed 
by the developer. – The item ‘my body feels familiar’ was problematic in some lan-
guages; it was impossible to translate literally in Lithuanian due to linguistic con-
straints, and also problematic in Malay. The closest available wording was determined
and discussed with patients. CONCLUSIONS: The SWN-S has been translated and 
linguistically validated in 30 languages using a rigorous translation process. A number
of cultural and linguistic issues became apparent and were resolved. The measure is
now appropriate for use in multinational trials.
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OBJECTIVES: Different generic preference-based health-related quality of life 
(HRQOL) measures may not yield similar quality-adjusted life expectancy, challenging
the meaning of incremental cost-effectiveness ratios in league tables. This study com-
pares corresponding domain scores from different HRQOL measures to evaluate the 
extent to which they tap into the same or unique constructs. METHODS: The SF-36 
(v2), EQ-5D, and HUI-3 were administered to 3844 U.S. adults in the National Health 
Measurement Study, a cross-sectional random-digit dial telephone survey. Mean 
domain and preference-based scores were calculated. Convergent and discriminant 
validity were evaluated by multi-trait multi-method (MTMM) analysis of the three 
HRQOL instruments across the attributes of physical functioning (SF-36 physical 
functioning, HUI-3 ambulation, and EQ-5D mobility), mental health (SF-36 mental 
health, HUI-3 emotion, and EQ-5D anxiety/depression), and pain (SF-36 bodily pain, 
HUI-3 pain, and EQ-5D pain/discomfort). RESULTS: Mean scale scores of the SF-36,
HUI-3, and EQ-5D, respectively, ranged from 47.2 (/10.7) to 53.4 (/10.2) [46.9 
(/11.0) and 53.0 (/10.1) for PCS and MCS], 0.928 (/0.121) to 0.996 (/0.028), 
and 1.0171 (/0.269) to 1.596 (/0.587). Mean preference-based scores obtained
from the SF-36 (calculated from the SF-6D), HUI-3, and EQ-5D were 0.765 (/0.144), 
0.766 (/0.275), and 0.838 (/0.173), respectively (p  0.001 for Bonferroni-
corrected paired t-tests comparing EQ-5D to both SF-36 and HUI-3). The MTMM
matrix had average validity and off-diagonal correlations of 0.622 and 0.404, indicat-
ing high convergent validity. MTMM analysis also showed 91% of convergent validity 
correlations to be signiﬁ cantly larger (p  0.05) than relevant other correlations in the 
MTMM matrix, providing substantial support for discriminant validity. CONCLU-
SIONS: Although the mean preference-based score obtained from the EQ-5D was
different from the SF-36 and HUI-3, MTMM analysis demonstrated good support for 
construct validity among analogous domains of these measures. Further analysis is
required to better understand how similar elements of different generic HRQOL
instruments impact preference-based scores.
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This paper applies commonsense principles to determine the basis for selecting any 
valuation method. At its centre is the concept that health states compete for location 
within a restricted value space in which full health is assigned the value 1 and dead
the value 0. A descriptive health classiﬁ cation system may generate a large of states 
(972,000 / 18,000 and 245 for HUI3, SF6D and EQ-5D respectively). This argues for
a valuation method that can discriminate between states separated by very small value 
differences. Were all states to have a unique value these differences would be incredibly 
small (1.03E-6, 5.5E-5 & 0.004 respectively). TTO and SG methods used to calibrate
these systems fail a basic credibility test. The numeric output implies a degree of 
measurement performance unlike any other area of human judgement – even those 
with more concrete implications (such as controlling the warmth of our environment)
which are better understood but that report far cruder measurement properties. A 
just-noticeable difference (JND) of 2 degrees Centigrade is reported when testing 
human subjects’ response to temperature. If we assume that human judgement “accu-
rately” discriminates between health states separated by (say) 5 points on a 0–100
VAS scale then we should expect a limited number (n  21) of unique value points. 
Methods that purport to represent health state values with more than this level of 
accuracy imply a human judgement capacity that lacks supportive evidence. A basic
test for any method is whether or not there is evidence that individuals CAN in fact 
discriminate between adjacent health states separated by such small value distances.
Procedures which make minimal assumptions about human judgement are to be pre-
ferred to those with untested performance characteristics. Spurious “accuracy” in 
reported values for health states can be avoided by limiting decrements to a maximum 
of 2 decimal places.
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OBJECTIVES: Apply and further validate the Patient Satisfaction with Pharmaceutical
Care Questionnaire (PSPCQ) in a different pharmacy practice setting. METHODS:
Five hundred questionnaires were distributed to patients dropping off a prescription
at a high-volume (500 prescriptions/day), 24-hour chain pharmacy, during a 2-week 
period. PSPCQ is a self-administered questionnaire and comprises of 20 Likert-type 
items that measure patient satisfaction with functional and technical dimensions of 
pharmacy services, which are represented by Friendly Explanation (FE) and managing
therapy” (MT) subscales. Patient satisfaction and psychometric properties of 
PSPCQ were evaluated using SPSS. Pearson’s correlation and Student’s t-test were 
used. RESULTS: Survey response rate was 24.2% (n  121). Chronbach’s alpha 
for FE and MT scales were 0.979 and 0.980, respectively. Mean scale scores for 
Global, FE, and MT were 2.88 (SD  1.28), 2.98 (SD  1.27), and 2.74 (SD  1.35), 
respectively. Mean differences in mean scores were 0.24 (P  0.001) between FE and 
MT scales, 0.097 (P  0.001) between Global and FE scales, and 0.15 (P  0.001) 
between Global and MT scales. Inter-scale correlation coefﬁ cients were 0.938
(P  0.001) for FE and MT, 0.988 (P  0.001) for Global and FE, and 0.979
(P  0.001) for Global and MT. “How well the pharmacist answers your questions” 
received second highest rating of 3.21, while “Promptness of prescription drug 
service” received the lowest rating of 2.58, out of the twenty items. CONCLUSIONS:
Signiﬁ cantly higher (P  0.001) overall mean score on MT scale compared to FE scale 
suggests that patients distinguish between activities related to pharmaceutical care 
(MT) and friendly service (FE); and, since usually higher scores are expected from
patients on familiar items, construct validity was demonstrated. Practicing pharma-
cists, in this setting, supported face validity. PSPCQ demonstrated external validity, in 
a high-volume retail pharmacy setting. PSPCQ can be used to assess patient-reported 
quality, in addition to patient awareness, of pharmaceutical care in the community 
pharmacy setting.
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OBJECTIVES: Prior to use in an international study, the Generalized Anxiety Disorder 
Screener (GAD-7) and the Patient Health Questionnaire 9 (PHQ-9) underwent lin-
guistic validation into 67 and 24 languages respectively. A rigorous methodology was
required to ensure conceptual equivalence and cultural relevance between the different 
languages and the original US English instruments. METHODS: The translation
process was conducted by a specialist in each target country, in collaboration with the
developer, using the following standardized methodology: (1) two forward translations 
by professional translators (native speakers of the target language); (2) analysis of the 
translations by the specialist; (3) backward translation by a native English speaker; 
(4) comparison of source and backward version and (5) comprehension test on a
sample of healthy subjects in each target country. Existing translations were integrated
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into the process as appropriate. RESULTS: Two main linguistic and conceptual issues 
emerged during the translation process. Firstly, when an original item used more than
one adjective to cover a single concept, some languages only had one term to express 
this. Secondly, there was the challenge of using culturally appropriate expressions for
taboo concepts such as suicide and self-harm, to ensure homogenous response across
all languages. CONCLUSIONS: The language versions of the GAD-7 and PHQ-9 were 
established according to a rigorous standardized methodology to facilitate interna-
tional comparison and pooling of data. The linguistic validation process aims to ensure
conceptual equivalence across different language versions on the basis of a pre-deﬁ ned 
concept list explaining what the original instrument should measure. The process as 
a whole supports the advantage of integrating international feedback on concepts and 
wording during the development of questionnaires.
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OBJECTIVES: To assess patient utilities for cost utility analyses in health economics 
two different ways of revealing preferences have been compared. Time trade-off (TTO) 
and willingness-to-pay (WTP) surveys have been completed comparing patients’ pref-
erence in product propositions. TTO yields estimates of the amount of time that
patients would be willing forego to achieve preferred products attributes, and WTP 
yields estimates of the amount of money that patients are willing to pay for products 
attributes. Despite their widespread use, results of the two methodologies have not, 
to our knowledge, been compared directly in diabetes. METHODS: The two methods
were used to evaluate the reactions of people with type-2 diabetes to two GLP-1
injectable diabetes medications that varied on four attributes: efﬁ cacy in controlling 
blood glucose (measured by HbA1c), dosing frequency (twice-daily vs. once-daily), 
incidence of hypoglycemia, and incidence of nausea. To maximize statistical power
and allow comparisons across patient groups, a large internet-based survey (more than 
500 respondents) was conducted in U.S. with four categories of self-identiﬁ ed patients 
who were sampled based on their medication history, and randomly assigned to either 
the TTO or WTP. RESULTS: Results suggest that the WTP methodology yields greater 
face validity and sensitivity than TTO (100% of respondents prefer the superior proﬁ le 
in WTP vs. 96% in TTO). Data from conjoint analysis designed to establish the 
importance of each of the four product attributes in the decision-making process used 
by patients reveal similar patterns of results for the two methodologies. CONCLU-
SIONS: Regardless of whether patients were in the group assigned to TTO or WTP,
patients perceive efﬁ cacy (HbA1c control) to be the most important product attribute,
followed by incidence of nausea. Patients evaluated the incidence of hypoglycemia and 
dosing schedule as less important relative to the HbA1c control and nausea in the 
decision-making process.
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OBJECTIVES: To evaluate the potential long-term health impact of helmet law, we 
calculated the loss of quality-adjusted life year (QALY) under different proportions of 
helmet wearing among the motorcyclists. METHODS: The quality-adjusted life expec-
tancies for helmeted and non-helmeted motorcyclists were estimated by adjusting the 
survival function based upon the Head Injury Registry with quality of life measures 
assessed under the EQ-5D questionnaire. We took Hualien County, where a lower rate 
of helmet wearing (77%) was reported, as an example to calculate the expected
numbers of prevented head-injured cases by multiplying the population at risk with 
the incidence rate of head injury for helmeted and non-helmeted motorcyclists. As dif-
ferent proportions of helmet-wearing and different proportions of full face helmet in 
motorcyclists were assumed, the expected numbers of prevented cases were calculated, 
which were multiplied with the loss of QALE of an average case to predict the potential 
beneﬁ t of helmet use. RESULTS: Under the current proportion of helmet wearing, the
annual loss associated with head injured was 4346.9 QALYs in Hualien County. If the
proportion of helmet wearing could be increased to 100%, the health beneﬁ t saved 
was estimated 1434.3 QALYs. If 80% of them used full face helmet, the total gain was 
increased to 2500 QALYs. CONCLUSIONS: The health beneﬁ t of helmet protection 
for head injury can be determined under units of quality-adjusted life year (QALY) and 
directly applied in future cost-effective analyses for public health policy.
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OBJECTIVES: To identify the types of and reasons for unusable preference survey
responses with the goal of informing improvements in health utility assessment meth-
odology. METHODS: We deﬁ ne typologies that represent unusable responses from
health utility surveys; present evidence from the literature on the frequency of such
responses; present empiric data on the rationale for such types of responses; and 
discuss methods for handing data that contain such responses, and implications for 
interpreting analytic results based on health utility data. RESULTS: Potentially unus-
able health utility survey responses include (1) illogical, (2) inconsistent, (3) invariant, 
and (4) “protest” responses, plus (5) refusals. These responses may represent simple 
mistakes or misunderstandings of the survey task, which introduce noise into results,
or they may be intentional responses to the parameters of the survey task that may 
confound respondents’ other values with the value of the health state being assessed. 
Unusable responses can be avoided through anticipation and careful design of survey 
instruments, particularly for speciﬁ c populations and health states, including cognitive
testing prior to ﬁ elding. Unusable responses can also be omitted from analyses or
analyzed separately. CONCLUSIONS: Unusable health utility survey responses chal-
lenge the validity of utility estimates and all analyses that incorporate these values, so
it is critical to minimize these responses. Mechanisms to correct errors are useful, but
may not address true preferences that are in response to elements of the measurement 
task and hence will not be corrected. Correction mechanisms may include tailoring
the task to particular situations when bias is anticipated, such as parent valuations of 
children’s states or individuals who express religious beliefs. Recognition of the preva-
lence of unusable data in health utility data sets and identifying methods for handling 
these errors is essential to understand the accuracy and precision of results and analy-
ses that depend thereon.
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Linguistic validation interviews are considered a vital step in the generally accepted
methodology for the translation of PRO measures. The translated PRO measure is 
administered to 5 or more native-speakers of the target language who also have a 
diagnosis of the condition of interest. OBJECTIVES: The objective of this study was 
to determine whether there is any evidence to suggest that the changes made are sig-
niﬁ cant enough to make the step worthwhile. METHODS: Examples of linguistic
validation changes were gathered from completed PRO translation projects. For one 
scale for which 26 translations were developed, changes made at the linguistic valida-
tion stage were examined quantitatively and qualitatively in order to determine the
number of changes made and the nature of these changes. The number of changes 
made per language as a result of the linguistic validation step ranged from 0 to 11,
with a mean of 1.4 changes. The changes made can be categorised as follows: Items 
where participants reported they did not understand. Items where participants
reported that they understood, but probing made it clear that confusion had arisen. 
Items where participants picked up on vocabulary that was not what they would
usually use, and items where participants spotted spelling and grammatical errors.
RESULTS: Whilst in purely numerical terms, the contribution of linguistic validation
to the translation process may seem small; in terms of the importance of those changes 
and in the conﬁ rmation of accuracy of the translated concept, its contribution is great. 
Whilst the translation may appear to be “correct” in other stages, only linguistic vali-
dation interviews show if the target population understands the translation as 
intended. CONCLUSIONS: The goal of translation of a PRO instrument is to achieve 
conceptual equivalence, and linguistic validation is arguably the most important step 
in assuring this.
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BACKGROUND: As electronic patient-reported outcome (ePRO) use expands, ques-
tions have arisen regarding the effect of presentation form and style on patient inter-
pretation and whether there is an optimal format to ensure clarity, ease of use, and
data quality. OBJECTIVES: To develop and validate a standardized ePRO interface
of common PRO question formats for use on desktop and tablet PCs to streamline
ePRO study implementation. METHODS: A web-based application was developed 
for desktop and tablet platforms with 52 demographic and clinical questions repre-
senting Likert-type, dichotomous, VAS and numeric rating scales. Adults from the 
general population were recruited through newspaper advertisements to participate in 
questionnaire completion and a cognitive debrieﬁ ng interview. Participants answered 
questions on either desktop or tablet PC and then reviewed the alternate format during 
the interview. Alternative question formats were reviewed to obtain further respondent 
insight and recommendations. RESULTS: Participants: N  47: mean age 54 years (23 
to 79), 51% female; 49% reported a chronic condition. 13% igh school education. 
Average completion time: desktop (n  22)  11 minutes; tablet PC (n  25)  13 
minutes, with all participants ﬁ nding their completion time acceptable. A total of 53% 
preferred desktop to tablet. Respondents found question formats easy to answer, 
except items requiring date and time entry (resolved through minor instruction revi-
sions) and the VAS. The VAS was presented three ways: anchors at 0 and 100, hash-
marks every ten digits, and hashmarks only with a display of the number selected.
77% preferred hashmarks; 83% liked the number displayed. No participants changed
their answer after the number appeared. CONCLUSIONS: Respondents provided
useful information on their perception and preferences for question format presented 
